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ELTERESE S OMMEEZITo> TV D 2 L, ELTEBRIESE Y OMMEEZIT> TV D Z &,

o [ERGIFEER 2 FOMMIHELZE T Ltk o [EMGEFEREE 2 FoBMMEEZE T LI-%
4 FELL EDOBIRREBREZA L TWDH 2 &, 9 W24 UL EDOBKRBERAAL TS Z &, 9
B3 DL EIE, OB AR IR E & & T B3 LI B, Bl o0 A SEWRIE & & T
W a3 P OERIRIHE 21T > T b Z &, W gm0 PO ERRIHE 21T > T\ b Z &,

o [ERiGIFEUSE 2 FOMHHEZE T Ltk
2. OB AEYE LS ST 5 FLLEDO
Was B EOERZIT > TV D Z &,

28 N— | BIMEM (BIEMEMRBICIN A, BEIEMRMESAE, O |24 _X— | BIVEM (BB MBS 2, EAEAEGE, O
ok, Mhoe. BRRUmRAERIE . Ko, Nk, & fhoe. . MEUTRARIE., KBk, DMk, ®H
FEO TR, 1 AR, BUER&K, HFA2, i FEO TR, 1 BBERPE, BUETR. A2, T
REREE . FFJe. MEALPERRE 25, HOIRIREERERE S | RERESE . . i bMEIRE &, HUR IR REREE
THEAHEREIRE S MRREE ., BREE. RIBEE., TERAEKRERESE, PRES, BEE, BIBEE.
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fb 2% . B RE D 7 J | R A2 ZE A2 JiE | infusion
reaction, R MIKMEE, MEKERMEME. &
B, BER, BEEOBHR. SEIRERE, WEORE
ROk, WRIG R EME, OlEES (OEME - IR -
D EME ISR %) . ARIFEREE . BESS i, AL
M) AT LT, YR s ST B R A BE oD B Y
MEHT HEMEEE L (BIEHOZECRRIZ
BLTHEEROXEEZZTONDISGHICH D Z
&)L E BT B 72 AUE Y T & DRIV S T
HZ &,

6% . B oD B R R | F IR ML AR ZE AR E | infusion
reaction, EEQRMIEKMES ., MERERIEMEE.
. g, wE DR RS, i R ENE, Ol
&= D EME) - ARAR - D EMERIANIGES) . JRIFER
B M, BEALEE) 1% LT, Yz Xk
IR O A2 A3 5 ER & EEE L (R
TEHOZ WP ICICE L THRE R O XEEZ 2T
SNDLRMITHD I L) EHICHEY) R LEN T
XDLRFHINESTWNDE Z L,

29 —

5. BHEXIG L7 HEBHE

(B2 PEICBE 3 % F1H]

OARA O ML G5 1L TR BEF B W THME
DRREES N TV D,

- T F TR E G FEEIERE A T 5 U
REEZR B H/IVEA S ¥ O R b B B

- I FFRK EE T LEEIERE AT 5 Uk
ARREZRTIB #1/IVH] XX 3 O IR bR B
2B, R LR T EGFR Bin 28 8B X ALK
A E LR REICB W TIXFAlE LT EGFR
Fox o —EHEERUIALKF X %
T—EBHEFEROBREZ AT 5 B3,

||

@AFN DAl O HUEMEIRG A & O PF &G I3 T3

25 R—

5. WHXG L7 b B

[G2hIc B4 % Fm]

OARAF O HEAMPE HIXL TROBFIZB W THMME
DRGE S LTV D,

- I TR E G LRI A A T 5 Uk
ARAEZR TIB #/IVHEA L F3 O R - b R s B

- 7T F R EE AR AT S U
ARHEZ2 B #/ IV X FF%6 O IE i 7 b Rz s
2B, IR LR T EGFR s 4R T ALK
A B s TR 2BV Tk, BRI E L C EGFR
Frx o —BHERULALK Fr ¥
FT—EHEROBIEE L AT 5 HEE,

QARFI O o frEMIEEA] & O OFH & 513 TR
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DBHEIZBNTHIMERN RSN TND,

A Y AT ROT T FFWE EE Tl R
% UREERE VR T TZF RO 7 ) 2%
T, WL AVRTTF o T2
TF RO ML XE®R) EotHBS b5
FIERE D 720 EGFR A5 128 B K O ALK Fl
B EE T PEMEO Y BRARGE 7 AT - FFE O IE/N b
i e AR

A Y AT EORHES ALFIRIEREO
VN, EGFR Bfm AR K O ALK @ha B 1k
P DOUIFRAGE 72 AT « F5R D FE /N i fiti g B 3
- T F R E G e EEE (R ERE
WRTTFUXIFITV AT TF RN LA ZE
V. HRFELEREE  AVR T T F U NII AT T
FURONRRA NLXER) EoFHES bR
WEED 720 (PD-L1 38 BLR LAY 1% 7> > EGFR i
o728 B M K OV ALK i & 8 A5 1 B2 E O U BR AR 1E
7R AEAT - TR O FE/IN A N it e e

c RN X2 T ROT T FFWE EE T R
B (DNVERTZF RO Y EZxE) LD
85 AL IEE O 72 W (EGFR 1815 128 ik
ALK FhEEAG P O ROST Bl A & s it o
BIBRANBE 72 HEAT « T8 D FEJR - 1 B2 FE /)Nl e it e
B

DEBEIZBNWTHEIER RSN TWD,

AV AT ROT T T A LG oAb F
B (RELRE: IVRTTF RO Y 2%
v, EREERE: INVETTF TR
SFLURRNARNLFER) EOPEHEL b
PEILIEE O 72N EGFR 1B 15 148 B} OY ALK F &
BB T B2 O BIBR AR BE 72 HEAT « F8 D FE /Nl i it
s R

A BV AT LKL ALFEEIERE D 72
VN, EGFR iB1n 28 B ek ) OV ALK fil & B 7 B2k
D EIBRARBE 72 HEAT « FFIE D FE /Nl B fii e FB

- T TR E ST b EEE (R EEGE
NWRTTZF XTIV AT TFURRT A HE
V. HREERE  DVR T TF RIS AT T
FURORA ML FxER) oKL  fbFE
WERED 720 PD-L1 FEELR*N 1% KM 5> EGFR &
{nF 22 B K OV ALK @& 8 s - F2 M o U BR AN BE
PR AEAT « BRSO FE /N B it e AR

c RNV X2 T/ OT T FFRH %G e IR
B (INVKRTTZF o RORT U ZXEL) LD
B AL 2RIEIE O 72 EGFR 8 128 FLR M |
ALK @A s - & O ROST @A i is 1k o
UIBRABE 72 HEAT « P38 O FEJR - b Bz FE /1Nl i it Je
e
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* 77 F A G b RE (R ERRE - v

ATT7F v (RIFHNVARTTF V) FOF LA

BNV T TF U RO U xR R

YRR VAT TF e (UIHNVR T TF )

LA NLXE R ANVKRTTFROPIRT Y

Zxw)v) LoOGRHEE  BRIRPH 1B (D

4 cm PLE) . I XOXIMA O/ E (7277 L.

EGFR i+ H X ALK @B BETHh 5

PR SN TV BEITERLS) OIFFTAE"
*1: ARFIOFZWrH & LT, B7e4  PD-L1 IHC 28-
8 pharmDx [# =] NERB I TWD,

*2 : BRI IX American Joint Committee on

Cancer (AJCC) /Union for International

Cancer Control (UICC) JBHI4¥E (55 7 hR) 2

£o<,

* : RENOZWE L LT, Wie4 : PD-L1 IHC 28~
8 pharmDx [# =] NERINLTWD,

33 ~N—

@DEREMEHO~X T AV MZHOWT

(%)

- BUERF . FARS, PR E . L, mbk
JHERDD oD ENndDHDT, EHEITHF
BRERE LTV, BEORELZ +0ICBRT5 2
o

CSEIVRRPHEDONLEZ ERHDLD T, IRD

REOATZ EHRICHERTD 2L, £, RO

BN BTSRRI E R A

28 ~—

@DERBERHO~R Y AL FIZDOWNT
(%)

- BUERF R, IFAA, IFHRER S, PR, ikt
FRERNDHOND Z ENH DD T, EHRIITHT
MERERE LTV, BEDOWREL T HICBIRT 5 2
L,

OAFN ORI NT, LTFDOZXA I 7T
BHMEDOFHE 21T > T\ Z L 25 BT, K&
B EM MBS RAE CHHROMEREITH Z
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Xz DXL OBBARRET L L,

O UIFRANEE 22 AT - 558 D /I Al oo it g AR 3 LA
AT 281213, AFOEKRBRICB VT, LLFO
A I VT THMMEOFMEZITo T Z &%
SF\T, RANE G FITEMPICE G RAE TR
MERZITO 2 &

+ ON0O-4538-05 A8k & (8 ONO-4538-06 3k : 6 i
MWL

« CA209017 3B & T CA209057 3 Br « % 5.BH A )
Hb9OEHB., E0%, &EGHMBNE 1 FRIL 6 HH
&, ERUREFI12HEMIE

- ONO-4538-52 3Bk . ONO-4538-77/CA2099LA - B
K& TY ONO-4538-27/CA209227 #k Bk : ¥ EBHIAD O
LRI 6 BT &, NIRRT 1262 &
© FE /I~ i e Jili ez 1 ds o DAl R M By YL & L Ol

AT 213, AFNOEERABRIZBW T, RIGF

PET 14 HUUN, BIE TN G 12 8%, Z0H%D

2AEMIZ 12 MM I L, ZDH%D 34EMIZ6 I H

NN /2K, AP N o3 11 = S W SNl Ny S ) 1 R

1ITo Wiz tasEI, EHAICRIREOMER

1252 &, ok, fivnimBhRIE L LTI 545

EliZid, RKAOEGEEILZ3IFFEFTET LI &,

.

- ONO-4538-05 3R BR K T8 ONO-4538-06 3 5r : 6 1A
s

+ CA209017 3R BR K OF CA209057 3 Br « $% 5-BH 4G 7>
H9OWEH., ZO%, &EHMBNE 1 FRIL 6 HH
&, ERUBIX 12 HEZ &

- ONO-4538-52 3Bk . ONO-4538-77/CA2099LA X5k
& TN ONO-4538-27/CA209227 kB : ¥ H5-BRAE B 1
FRIFeHEM T &, ZNLUBEIX 1288 Z L

35—

< KFEZXEANEERSG LR LEE>
BRI O H 5 BE

30 N—

< KEXXBANEERSGERLIEE>
FHIH O & 5 BE
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[P M s 2% SRR METE 0D & % /R
HTHEREPR & D & % B

BRSO H D RE

OO 5 BE
WEIRS D TRt D & % BH

< Ke¥FvALOEKZEIEM>
ekl
vavJEWR T T T 40 T7F T —
I, HARA, IFHERERE S

L
RVELHEG % . i ate s
DARA

F R M08 PN R [EE AR (DIC)

e 2L, BB M, EimrERBE, KIBRK

A LA

MR I 12 3 i e B

SPERER

FZ & AE AR SE B HE  (Stevens - Johnson JEERE) |
hoEE M S R 2 56 Bt fi# JE ( Toxic  Epidermal

Necrolysis : TEN) . ZJEALEE

DB R =T MKIE, - R
DA ZE, FRIR e ZE AR E

JEYLIE

[ B M I % SRR METE D & % [
HTEEHOH 2 BHE

EREEDOH HBE

DO 5 BHE

PEIRT 2 WRETE D & & B

< KXt LOEKZEIEH>
i
vavZER T 7 40 T7F%F v —
IR IERND 1 o = S 1 5 1 = e

AL
VR IR g5 . B
DA

PR 1 B PN ERE ERE (DIC)

P Z AL, B, Bt KGR, KK

A LA

VR I W A 2 e A

BERER

BRI ARJE B E (Stevens - Johnson JEEHEE) |
R 2 R EEAENE  (byelJEBalE) . 2T ALEE
DX R =T HiKIE, FRIE - R

O PRI, F R i A% ZE A2 iE

JE& G i

PURIIR A5 V8 o ARl A 4y WREERE  (STADH)
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PIRIPR R V8 > R A 5y WWEGERE (STADH)
BB ONRE DR ESR, M8 I, RIE RS
DU Ji o> Wi ) I8 55 oD oK R e S ) [
Recall Hi%:

. . .
= Radiation

HER ONRE ORI, MBI, RIS
VU i > i 77 % EE oo SRR 1 B R
Recall B4

Radiation

RIE AT OB 106 %)

EPERAEOREEHHEEDT A R 74 ok

ok, Mhoe. BRBUmBERIE . KGR, /NE%k. &
FEO TR, 1 BBERP ., BUEFR., HFAE, T
=R, BALPEIRE K. FRIREE R
THEAKRERESE, MREE, BET, AIBEE.
M2 . BT O Rz JE e | R ie ZEARJE , infusion
reaction, B IMEMEE, MERERIEMERE, A
B, R, BEOHR, 5895 BR, WEDOGRE
Bt WRRa R EME, OiglESE (L EME) - BRIk -
Oy PEIANIONE 55 ) . ARZFEREE . JES i, £L
) 1Tk U T, YEE e R S B = R R BE o 7P
Maf T HEE#EE L (REHOZBOX IR
L THRELADIEEZTONDLEMEFICHD Z
E) L EH DY) 7R ALE DT E D AREHI A S T
HZ &,

fE s

Gl IH
%N — (FREERD) %N — (CEBCAH 50 ) %)
v v
21 X—2 | BEM (MEMEMZEDICIN A, BEEMHGEE, O |21 =2 | BER (REMEMZEEICI ., BEEMREGE, O

k. ok, BRCH BARIE, KIBR. /NMEK. E
TR, 1 BBERP . BUENFR. A4S, HE
=S, A RMEIRE K. BRI RE R
TEAREESE, MREES, BEE. BIBEE.
b 9% . B EE D B i PR | BRI AR 28420 | infusion
reaction, HFER MR E. MEKEBIEMREE. &
B, BER., WMEORERIS, WiRREME, DEE
= D EME)  RAR - D EMEIAMUHESS) . SRIFER
. MG, EEALSE) ICxF LT, MRkiERR Xk
UT R AR B O B 2 A 3 5 EA Lo s L (F
TEHOZBCHIGICE L THRER O ZEE2Z T
LNORMFIZH D Z &), BEHIZHEYRLED T
X HERHNE S TNDZ L,

e
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k. hioe. BRRUREARIE . K%, Nk, &
FED TR, 1 BRI, BUEMFR. IFA4. I
REMESE . T4¢. MHALPERESE 5. HURIREERERE % |
NEAREREE, MPREE, BEE, BIBEE,
2% . B D Rz JE P | B IR i A2 ZEARJE | infusion
reaction, HER MIKFESE ., MEKERIEMEE. &
. R, BEORR,. SEIEKE, BEORE
B, RGN, Ol SE OO EME) - #RIK -

24 ~2— | @ERBWERO~FX T ALY Moo WT 24 N—Y | @FREMEHO~ T A MZHONT
() (%)
- BUERT R IFAA, ITBReEE . itk i bk - BUENT R, ITFAA, ITHERESE . TR, f{biE
JRERNG LD Z LR H 5D T, EHMICHF JRERNLSDOND Z LR H LD T, EHICHF
BREmEZITV., BFEORELZ +SICBET 52 BRemAL T, BEOWREL +0I8I8 T 52
& &
CSEIERPHLDONDZENHLDT, RO
HEoOGELEMMICHRTL2ZL, £ RBo
FEPED ONH AT I EFEEE %
2T HEIOBFLIEET L L,
SHSEA R O fcE i HHEE T A4 R 7 4 o OKETEAT (BrIHxF REE)
Hr 5]
=kt (TR ERD) YN — (HSLTH B 0 I B )
10 X— | BIVEA (BEMEREBCI 2, BEEMHESIE, O | 10— | BIER (RIEMMEBICI A2, BEIEMESE, O

e, ok, MU RUARIE . KIG%R, /NME%k, &
B TR, 1 BERE., BUEFE., A,
REREE . K. W LMEARE 2. AR IR BE fE |
THEARERERE, MRREE, BEE. RIBEE.
M 4% . B D B2 PR | R AR ZEARE | infusion
reaction, R MKIETE., MERFRIEGFERE,
B, BER. WEORERIS, WIEREME, Lk
=L AEAME - RIR - D EMERIANNNESE) . IRIFEER
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DS PE AN %) . JRZFEREE . MES i, AL e BESS M, L) ISR L. YEiERE T
) TR LT, Y EEME RR S B I R A B oD B P T R EEAEBI O B2 3 5 EA Lo L (F
Paf3 5 EMEEE L (BIEH OZ BRI TEROZWLCHICICE L CTHRER O XEE2 21T
BLTHEADPIEEZZTONLDEMHICH D Z LBNOEMITH D L), EHIZHE) 72 ALED T
E) . EBICHEY) R MLE N T E DRFINE S T X HEHINE S TND Z L,
HZ &,

12—y | @FREMERHO~ X AL MZONT 12— | @QEREHEHO~RT AL MZDONT
(%) (%)
- BUERF R, RS, ITnelEsE . Ik, bk - BUERF R, IFAA, ITFHREREE . PR, bk
JHERND DLNDZ ERNH DD T, EMHITH MERND LD EDHHDT, EMEITHF
BEREME 2TV, BEFEOREEZ +0IcBgT5 2 RERAE 2TV, BEOREL +OICBIET 5 2
& &
CSEIVERP L DONDLZENHLDO T, IRD
HEORMEAEHICHER TS, F, RO
B NER D O A TR O I E R A
2T HEOBFEIEETLZ L,

R e g D S m o F HEE D A N T A > OET AT G IR &)
e [H

YR — (FARERERD) Y — (HLH A 0 D B )

18 X— | BIVER (RVEMERIE BN 2, BEIEMESIE, O [ 18— | BIEM (RVEVEMZEEICI 2 . BEIEME SIE, O
ok, Mhoe. BRRUmRERIE . Ko, Nk, & fhoe. . MEUTRARIE., KBk, DMk, ®H
FEEO TR, 1 BBERP . BUEFR. A2, Eo TR, 1 RERP ., BUETR., AR,
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REREE ., 5. i bMERE &,
TEAKREEE, MRREE,
Wb ¢ |, B oD Bz G R | FRIIR A2 2842 JE | infusion
reaction, HERMIEEE ., MEKEBIEMEE.
B, BER, BEEOBHR. SE K, WEORE
B, RGN, OlEESE GLEME) - Rk -
D EMEIIAMIONE ) | ARZFEREE . MRS i, B AL
M) AT LT, YR s ST B R A BE oD B Y
MaEHT HEMEEE L (BIEHOZECRHRIZ
BLTHEEROXEEZZTONDOISGHICH D Z
E) . EBICHEY) R ALE N T E DRHIEE S T
5Tk,

LR IR PR RE 5 |

vl =g

BT, BIEREE.,

REPEE . T, MELPEARE 2.
TEAEREIEE . RS,
6% . B oD B R R | F IR ML AR ZE AR E | infusion
reaction, EEQRMIKMES ., MERERIEMEE.
. R, BEORERIS, WIRREE. DlEkE
= LEME) - RAR - DEMEIISAMIGES) . RIFER
5. MR, L) ITx LT, MEhEE X
IR O A2 A3 S ER & EE L (R
TEHOZ WP ICICE L THRE R O XEE 21T
SNDLRMICHD I L) EHICHEY) R LEN T
LM NESTND Z L,

IR IR HE i 5 |

A P

N e
%RIKE‘T:I:IE‘\ =Y

21 =

Q@EREMEHDOD~AX T AL MZHOWT

(B%)

- BUERFS. RS, IFRRERRE . IFL. bk
JEERN D HbND Z LN H DD T, EHICHT
BRERE TV, BEORELZ +0ICBRT5 2
&

CSEIVERPHLEDONLEZ ERHDLDOT, IRD

BEOHEEZTEHNICHER T, F- B

HEPRD DN HEITIE . EHC I EREER %

X4 H L O RA R ET L &,

21 R—

Q@EREMEHD~ XY AL MZOWNT

(%)

- BUERFR ., RS, IFMEERE. TR, @b
HERDD oD N DT, I
BRERAEZITV., BEOREZ F0ICBRT 52
L,
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HHP R ) UREOREEAMEET A T A o OWETE AT G IH kR ER)

i 5]

YR — (FARERIEFD) Y= (ESTH AR50 H1 R )

12— | RIER (RIEMERESBICIZ ., BIEMGESE, O | 12— | BIER (BVE MR SN 2 . BEAEAE SGE, O
e, Wik, BRECTRARIE ., K%, Nk, & k. sk, PR RUARAE . KRIBR. /MEK, E
FEO TR, 1 BBERW ., BUEFR. A4, HE EoOTH, 1 BBERE., BUEFE., A, HE
REREE . AP, REALPEARAE 25, HOIRARFERERR REREE . AP, M LPEREE 2%, HOIR AR RERR E |
THEAHREEE . MRS, BEE, RIEEE, THEARERERE ., MRREE, BEE. RIBEE,
Wb 2% |, B oD Bz G I | IR A2 ZE A2 JE | infusion Wb 2% . B E oD B e PR | F IR A 2E 420 | infusion
reaction, B R MKES, MEKERMEME. & reaction, HERMKIESE, MERERIEMRE, &
B, WER, HEEOBR, SEHEE . WEORE B, BER . WEORERIS, WIERENE, Lk
SOt~ BRI EEME, OiEkEE (L EME - BRIk - = (D EAMED - BRI - DEMEEASMAESE) | RIFER
DEMEEAANNE ) . RIFERE . S i, AL B MRS, EEFLAE) loxF LT, Yk ek U
SE) TR L CL M REHE R ST B I R A BE oD B P TR RSB O BRI E A2 3 S A & s L (R
WA AT HEE#ELE L (RIEHOZWORIRIC TEROZW X I ICBE L CTHREL O E %1
BIL CTHEAOXEEZTONDRIFICHD Z BNDOFRMICHDZ L), BEHIZEY /R ALE ) T
&)L EBICHEY) 2R LE N T E DRE N S T X DIRHINE S TS Z L,
HZ L,

14—y | @FEREHEHO~R T AL MMIDOWNT 14—y | @QFRAMEHDO~RT AL MZONT
(%) (%)
- BUENFZR. FARE, FEEREE, Fx, bk - BUENFR. A4, kS, i, bk
JERND LD ERNH DD T, EHHITH ERND LD EnH LD T, EHHICH
BRERE 2TV, BEOWREZ +0ICBIET 52 BREREZITV., BEORELZ+SICEBETHZ
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Eo
CSEIERPHOEDONLE LN HLHDT, IRD

REOAELZEHICHRT LI L, £, RO

BEPRD NI EE T, WO EEKE &

X3 HLOBRBRRET LI &,

ok, fhoe. BERURMARIE . KRIBR. /MEK, EH
FEO TR, 1 BPERP ., BUEFK. T2,
RERETE ., . S LMEIRE &, HURIREREREE
THEREERERE . AR PR . R RESE
M2, BT O R g B | R i ie ZEARE , infusion
reaction, B R MKMEE, MEKE RIEMEE. /5
B, Bk, EEOBR, SES K HEORE
Bt WRIg R mENE, OiElESs (O EME) - &Ik -
O PRI G %) . AR ZFERES . M i, EEAL
) TP LT, Mkt e ST B R R A B o B P
Pea A3 HEMEHEE L (BIEH OZE Xt 12
BLTHEEADPIRZZTONDLEHICHD Z
&)L EBHITHEY) 2R ALE D T E DIRGINE S TN

. EREE

L O il FEHEE AT 1 1 1 DUGTEFT CFF 1A )
B IH
< — (THEE D) i< — (B3 A0 1 )
v v
19—y |REEM (MEMEMEBICNZ , TR, O | 19 ~— |@fEHA (REEmR B, TR 5, O

k. ok, BRCT BARIE, KIBR. /NMEK. E
B TR, 13RS, BUEFE., A,
el T4, mfbPENRE 2%, HUR IR R R
THEAKRERE., PREEES, BEE. BIBEE.
b % . HEEE oD Bz S R | IR A2 ZE AR JE | infusion
reaction, BEEZMEMEE, MEKERIEGERE, &
B, BESR. WEORERS, RV, O sk
= (L EAME - RIR - D EMERIANNESE) . IRIFER
B, MEE I, L) IIx LT, YikhEek XX
T B E R B O B M 2 A 5 [=Ah & L (F
TEHOZE XS L THREE O E 25T
bNLRMICH D L), EHIZHE) 2 ALED T
X HEREINE S TVND Z L,
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e, Mo, BERURRRMEIE . KBS, /NBR, &E
FED TR, 1 RRERE . BUERF&., A2, T
=R, EALMERRE S HUR R RERE
THEAHEREREE | MR E ] P
2% . B D Bz JE P | B IR i A2 ZEARJE | infusion
reaction, HER MIKMESE, MEKERMEMEE. &
B, Kk, BEOBHR. SEIER, BEDORE

REFE

v ==
. B,

LTk,
22 2— | @ERBWERO~X T AL oW T 12X—=Y | @QFERBWEHO~RT AL MZONT
() (%)
- BUERFT R, IFARE, ITnelEsE . Ik, (b - BUERF R, TS, ITHEERE ., TR, bk
JHERNSLDOND Z LR H 5O T, EHMITH JRERNSLLbND Z ENRH LD T, EYMITH
BREmA 2TV, BFEORELZ +0ICBET 52 REmAZ 1TV, BEORELX +oICBET S Z
& &
CSEOERPHLONDZENHLDOT, IBD
REOFEL EMIICHBTLZ L, 2, IRO
FEPED ONH AT I EFEEE %
2T HEOBFEIRET L L,
SR il i Rz e D Bt i R HEE T A R T A o O GETE AT (BT IH xR ER)
E<l) H
YR — (TR ERD) YN — (HSLTH A 0 I B )
v 2
11— | BIVEA (BEMEEBCI 2, BEMHEIE, O | 11— | BER (REMMEEBCI A2, BIEMESE, O

. hde. BB RMARAE . KAIBK. /NMEEK., E
EOTH, 1 BBERP . BUEFR. A4S, HE
=Tk, EALPEIRE S8, HUR IR RE PR E
TEARRERE, MPREE, BEE, BIBEE,
M 4% . EL B D B2 S PR | R A2 ZEARE | infusion
reaction, HERMKIETE., MEREFRIEGFERE,
B, BESR. IREOGERKIG, WM., O hskE

REFE
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RS, RIS, OlEkEE GLEMAE - HRIK -
DM IANIONE2) . JRIFEREE . BE i, AL
) TR LT, Y EEME RR S B I R A B oD B P
M2 f4 5 EM L EE L (BIEROZ Kot R
BLTHEEROZEEZZTONDEMHICH D 2
E) . E BT 2R HLE D T E DR N EE S T
HZ L,

= GLEME - RIR - DEMEIAS RS . ARFER
B RS, EEFLAE) oKL T Mgk XX
ITREE B OB 2H 3 5 ER & EsE L (R
ER OZWM XS ICE L CHREL O XE 2 =T
BNORMICHDHZ L), HHITHEY) R WLEN T
X LREINE S TS Z Ly

13—

Q@EREMEHDOD~X T AL MZHOWT

(%)

- BUENF. FAE, RS, R, b
JHERXRDNH DD EnH DD T, EHHITHF
BREMREZITV., BHEORREZ +0ICBET D52
s
CHSEVFERPHODONDEZERHLD T, IBD

REOAMEZEHANCHERT DI L, Fi2, RO

RO O N EAICIT O EREE &

X2 HEOBBAEREETLH I L,

13 _—

@FEREMEHD~FX T AL MZHOWT

(%)

- BUENFZ. IFAER, IFEEREE. k. w1kt
JERDH LD EDRnHDHDO T, EMHIHF
BREMRELITV., BEORELZ+5ICBIETHZ
L,
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EHE~A 70T I 4 FNALEME (MST-Hi gh) 2T 588 - Ei

Edr

O fei fE FHHERE T A KT A OUET &P (8 1H %} EER)

o IH

%Y — (FHREBRD) %Y — (U AR HIBR)

¥ v

11 = | BMER (FEMMEEICINZ, BEEMGENDIE, O |11 2= | BIER (MEMMEEICIz . BEREMEIE, O
e, Wik, BRECTRARIE ., K%, Nk, & k. sk, PR RUARAE . KRIBR. /NMEK, E
FEO TR, 1 BBERW ., BUEFR. A4, HE EoOTH, 13RS, BUEFE., A2, HE
REREE ., M. M bPEIRE K. FORIRBERERE & | REfESE . T, B PRI K. HUR IR RE R |
THEAERERE., MRESES, BEE, AIBESE, THAREREIR S, MRMEE, BEE. BIBEE.
Wb 4% | B oD Rz G I | IR A2 ZE A2 E | infusion Wb 2% |, B E oD B e PR | F IR A 2E 420 | infusion
reaction, BHE R IMEREE ., MERFRIEMEE, & reaction, EFE MEEE ., MEKE RIEMEE, 5
. R, BEEOHERK, SEIFR, WEORE B, BER . WEORERIS, WIBRENE, LEkE
Bots. Mg W te, Ok E (OEME) - fRIK - = GLEME  RAK - DEIEIAISRESE) | ARIFEER
DM ) . ARIFEREE . S H . AL B MEE I, EEALEE) Tk L T YEkhE R T
) TR U T, Y EEhE ax ST B I R B o> 7Y IT R R B O B M 2 3 2 [EAh & s L (F
MafH T 5EMEEE L (RIEHOZE<ox I TEROZKCRHSICE L THRE KO XEZS T
BIL THREAOXEZZTONDIEHICTHD Z DNDOEMIZTH D L), BHHIZHEY) R ALE) T
E) . EBIZHEY) 7R ALE D T E DIRHI N S T X LREINE S TWNWDE D by
Hb,

12— | BB MSI-HighZHTHZ Lo\ TiE, =&AL [ 12— | 2B MSI-HighZ AT 52 LoV TiX, =R /L
~7 (Bf#fiz) oar =t ZW (IKE ~7 (Bl FM#iz) oar =42k (Ik
4 MSI & %~ ~ (FALCO). FoundationOne CDx 584 MST FeAE= v & (FALCO)) % FuTHERR
BT ) AT a7 5w AL, Guardant360 CDx 7% A HT L,
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ok, Mhoe. BRBUmAARIE . Ko, /MR, &
FEO TR, 1 BBERA ., BUETXR. A2, T
=R, BALMEARE . HRRIREERERE
TERAERERE., MRESES, BEE., AIBESE,
Jibd 2% | BB 0D Bz R B | W UR A2 ZE 42 JE | infusion
reaction, /R MRS, MEKE RIEMEE. &5

REFE

Bin /3 3%V X% Idylla MSI Test [=F L AN
AF]) EHOWTHRTDHZ &,
13— | @ERBIEAD~FI AL MIHONWT 13— |@FERBUEHO~RT AL MZONT
(%) (%)
- BUERFT R, IFARE, ITnelEsE . Ik, (b - BUERF R, TS, ITHEERE ., TR, bk
JRERN D LbND Z LR H 50T, EHMICH JRERNSLLDOND Z LR H LD T, EHMICH
BREREZITV., BEOREZ +0IC8lLT5 2 BRERAELITV., BFOREL+2ICBEZT 52
& &
CSEERPHLDONDZENHLDT, RO
REOFEL EMAICHBTLZ L, £, IRO
B NER D b A IR O I EER R A
2T HEOBFELIEETL L,
RO REERHEET A RT7 4 > OWETEHT G IH % RER)
E<l) H
YR — (TR ERD) YN — (HSLTH A 0 D B )
15 == | BIVEH (BVEMERE BN 2, EEMESIE, O |16 2= | BEA (REMEME B A2, BEAEMRESIE, O

k. ok, BRCT BUARIE . KGR, /MEK. E
FEoTRH, 1 BPERWF., BUEMT . ITAe. T
=K. mEAEMEIRE K. RORIRBERE RS,
TEAERERE., MRREE, BEE. RIBEE.
W 4% . BB D B2 PR | R AR ZEARE | infusion
reaction, HEERMIKMET., MERERIEMRE,

Hep s
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B, WER, BEOHR, SRR, EEDORE
BOS, IReIREE, DiEEE CLEME) - 4RIK -
D VEIIOMNGSE) | PREFERPE ., RESE M, 8 fL
TF) AT LT, Rk Rk Sl A A B oD B Y
PeZ A4 HERM &odsg U (BIEH O Kot sz
LTHEELRVOXEZZTONDIRMHICHD Z
&)L EHICHE B 2R ALE S T & D IRHI 2V o Ty
5L,

B R, HE O OR, IRR R Db
= (L EAE) - AR - D= ) . AR ER
B MEGFHIM ., BEFLSE) (2R LT, Hakhax Xk
VT B ERRE R O R 2 A DR &g L (A
TER OB WL B L TR R O SR 2% 00
BNORMICH D Z L) EHICHEY) R LEN T

X DHERBINE S TWNDHZ L,

(W)
- BUERFS . A2, IFneksE . e, i kit
ERNDHDONDZENHLHDT, T
HREMAE 21T\, BB DOREZ FDICBRT 5 2
(Eo
CHSEVEREP LN I ERHLHD T, IBD

BEOHEEZEHNICHER T, F-, BD

RO O HEAICIT, O EREE &

X2 HEOBEEREESILH L

16 X— | PD-L1 B E LR Lz ECARAR G ORI & Z | 16 ~<— | PD-L1 RBLE S R Lz ETARAIR G 0 o
HIWr9 5 Z ENEE LV, HWr2Z EDREE L,
18 X— | @EAREWEAD~ XY AL MZHONT 18— | @EREIEHO~ RV AL MZONT

()

- BUERFS. FFAE. FFREREREE . AP, i btk
ERNHHONDZ ENHLHDT, EHEIITAT
MRemE 21T\, BFOREL FHICEET 5 2
&,
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J 38 AN B D S AT I HEE T A BT A OWGETE P GO A i)

i 5]

YR — (FARERIEFD) Y= (ESTH AR50 H1 R )

DA DA

8~_— | FMER (REMMERICIZ ., BEREMESIE, O | 82— | BIER (MEMRERICI A, BIREMHESIE, O
e, Wik, BRECTRARIE ., K%, Nk, & k. sk, PR RUARAE . KRIBR. /MEK, E
FEO TR, 1 BBERW ., BUEFR. A4, HE EoOTH, 1 BBERE., BUEFE., A, HE
REREE . AP, REALPEARAE 25, HOIRARFERERR REREE . AP, M LPEREE 2%, HOIR AR RERR E |
THEAHREEE . MRS, BEE, RIEEE, THEARERERE ., MRREE, BEE. RIBEE,
Wb 2% |, B oD Bz G I | IR A2 ZE A2 JE | infusion Wb 2% . B E oD B e PR | F IR A 2E 420 | infusion
reaction, B R MKES, MEKERMEME. & reaction, HERMKIESE, MERERIEMRE, &
B, WER, HEEOBR, SEHEE . WEORE B, BER . WEORERIS, WIEREME, Ok
SOt~ BRI EEME, OiEkEE (L EME - BRIk - = (D EAMED - BRI - DEMEEASMAESE) | RIFER
DEMEEAANNE ) . RIFERE . S i, AL B MRS, EEFLAE) loxF LT, Yk ek U
SE) TR L CL M REHE R ST B I R A BE oD B P TR RSB O BRI E A2 3 S A & s L (R
WA AT 5HEE#EE L (RIEHORZEORIRIC TEROZW X I ICBE L CTHREL O E %1
BIL CTHEAOXEEZTONDRIFICHD Z BNDOFRMICHDZ L), BEHIZEY /R ALE ) T
&)L EBICHEY) 2R LE N T E DRE N S T X DIRHINE S TS Z L,
HZ L,

10—y | @FEREMEHO~R T AL MIDOWNT 10 "= |@FRAMEHDO~RT AL MZONT
(%) (%)
- BUENFZR. FARE, FEEREE, Fx, bk - BUENFR. A4, kS, i, bk
JERND DLINDZENH DD T, EHHIITH ERND LD EnH LD T, EHHICH
BRERE 2TV, BEOWREZ +0ICBIET 52 BREREZITV., BEORELZ+SICEBETHZ
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Eo
CSEIERPHOEDONLE LN HLHDT, IRD

REOAEEZEHICHERBTILZ L, £, RO

BEPRD NI EE T, WO EEKE &

ST HLOOBEEAEET L L,

@AK OEEKRRERICIBWT, 6 M Z L IlIcHhME
DFHli 21T > TV Z & 2552, AFBS I
EHANC BB RAE TR OMRZITH Z &,

&

= RFNOEERRBRIZIB VT, 6 W Z &I B R
D 24T > TV Z L 22 BT, AFKEGHIE
EMHIIC B G R A TR OMERB 21T O 2 &,

PR b B O fc B I HEXE T A BT A4 OWGETE P GO I i #R)

k. Whoe. BRBUmREARIE . K%, Nk, &
FED TR, 1 BRI, BUEMFR. IFA4. I
=R, mALMERRE K. HUR IR RERR
THEAHSRERE S, MRREE, BEE. BIBREE.,
b % . BB D 2 JE [ | B IR A2 ZERRJE | infusion
reaction, HERMKMESE, MEKERMEME. &
. R, BEORR,. SEIEKE, BEORE
B, RGN, OlgRESE OLEM®E) - #RIK -
DM S) . SRIFERE . S i, AL
HE) TR T, YL R ST A I R BE oD B P

HEFE FH

Hr IH
%N — (F#ErERD) %N — (CEBCTH 50 ) %)
10 X—2 | BHEM (MEMMZEDIOZ, BEMEDIE, O |10 X—2 | @EH (MEMEMERIOM 2, EEGHEE, O

ioe. e, BRCTRARIE., Kk, DMhk, B
FED TR, 1 BBERE . BUEM&K. A4, T
REREE . AFJe. fELPEARAE 25, HOIRIRFERERE & |
TEAKREREE, PRES, BREE, BIBEE,
W 4% . BB oD B2 JE B | $R IR A2 ZEARJE | infusion
reaction, EEQRMIKMES ., MERERIEMRE,
B, WESR., W ORE KL, WV, Ol
= D EME) - ARIR ¢ DI IS ) . R ER
L BB, EEALE) ICxF LT, YEkiE R Xk
T BB O B ME 2 A D AR L EEE L (F
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Yz 9 2 E &ESE L (FIHEH OB B S
BELTHELAVOXEEZZTONIRMHIZHD Z
&) EBIZHEU R LEN TE 5K 235 > T
%):ko

TER OZWCX IS L THRE RO HE 231
SNLORMICHDZ L), EHIEYRALENT
E DM EE S TND Z &,

13—

Q@ERFEMERHDO~R Y AL M2 T

(%)

- BIEF 2. FARA, MRS K. ik
JHERDD OND I ENHDHDT, I
BEEERAE 21T\, BEOREEZ + 0 IcBlET 5 2
o

CSEIVERPBLDLNDLZENHLDO T, RO

REOAEEZEHICHRET LI L, £, RO

B NZ D 5 LT B AT I e E KRR A

Xt DL OBARRET L &,

13 =—

QFERBUEHDO~R Y AL FiZHOWT

(%)

- BUEFS . FARA, IR E ., L. sk
HERBND ONDHZ ENnHDHDT, I
e AE LTV, BEOWELY oI BlET 5 -
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mBERMEET A T A
=R~ (BETHBEE)

(BR5E4 « A7V — A REFE 20 mg, 7V —RRHFEE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EHE 240 mg)

~ FE/ N R R ~

Y2 9% 2 H (4% 54 3 AKET)
BT BE
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1. [T DI

2. AANOFE. (FRET

3. ERIRRE

4. FFZIZOWT

5. H&EGXREMDEE

6. HHICEEL THET XX HIH

P2
P3
P4
P27
P29
P33
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1. IILBIC

RIS OF M « ZRMEOMEROTZ DT, U SCEFICE S W2 EE AR RS
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5T B E R
FPEZRLDARIND T T, 2O OERMNZ EICHNERBFIRMLT 5 2 L BBED
PR & 72 o TR Y RIFMBGE S & YR O B TTEE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE AT ESR L, KB ERASCL 2T 0 7 7 A VB D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLZIT 5 2 EnHIfF SN BT LTHERT 5 & & bic, BIfE
RSB L 7B I B2tz & D 2 & N AHE /e — 1 O B i 7= 3 R SR BE i A
THZEREHEETHD,

L7eo> T, KA RT4 Tl BRBEESLZNE TILELN TV D EFIFR -
BHE RN S-S & | LT ORI O il 70 5 2 HEE T 2 8L b B e gk &%
TR O EEHE R~ T,

I, RIA BT A %, MSIATBAE NEIE G ERE A OHE, ASHEEANRR
BRI 7o, —AFEENE N A ARBRIRNBHE S FoEdREFTEENE A B AR P2 &k O
—RFERETEN B AR ER 2O/ 0 b LR LTz,

RG L I BEIS - A TR TR 20 mg, A7 Y — R AT 100mg, 4
— REIEEE 120 mg, A7 Y — RSN 240 mg (—i%4 - =
P~ 7 (Bl FH#z))

KGR LR DREIHR « CIBRARE /R HETT - FRRE DI/ INHI R e
FE N L 35 1T DI AT Bh L

RNEERDMEROHE © <UIBRTEEZRMELT - FRI8 DI/ N s >
W A=AV~ T GBE i) & LT, 1[H240mg
Z 2 JEMIRINE S 1 0] 480 mg % 4 3 W R C A EET 5,
thOPUEMEESA & 0P T 2855813, B, A=A L~7
(Bl z) & LT, 110 240mg % 2 #FERINE X I 1 [5 360
mg % 3 MFEFERE CAMEERET 5,
< FE/ IR IIEE (2 33 T B AT AT AR Bl >
thOBUEMEESA & OJFHICRBW T, @B, RAIZIZ=RL~T
(Bl M#az) & LT, 118360 mg & 3 8 M C b iRE
T 5, T2l BEEEIF3IEIETET S,

B I OE ¥ DB TS
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2. FHNORK. VERBF

A7 — R R ERHE 20 mg,  [FATEERE 100 mg, FLAGEEE 120 mg K& ORI ERE
240 mg (—f4 - =R~ T GEE ), LT, TRA) Evd,) ix, /NEFPSES
TEMASLEAF Ly 7 24 BT VAR e =AY —X A7 A7 (BMS) ) 2
BAs& L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 € / 7 v —F /LHLfk
Th b,

PD-1 (%, #EMAL L7z Y o o%Ek (TR, BMRE O F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUZHIEE 2 2
T ICET 2B AR TH D, PD-1 IFHURIRRAIIRIZIEEBLT 2 PD-1 U o K (PD-LI
JOVPD-L2) EfEA L. U SERICEINES 7L B rE LT S EROE M L IRRE %
BIZFRET L CTWb, PD-1 U H» RIFHURE SIS B b O & 22 G/ 588
LTk, BMERAMEEE) LU LB TS PD-L1 OFBLLIEOEF
HIM & OMICADHBEBFR & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66) ,
F 70 B R NE RS CIIARRE TN EET DA v ¥ —T7 = a B~ (IFN-y)
12X > T PD-L1 OFEIANFESI N, 858 L EEERRICIIT D PD-L1 ORI E ik o
ALEHIR & ORI EDOFBARRN 5 & OHE S & 5 (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-L1 Z @5 SE -8 AMaiE, PUsRFER CDS Btk T Mifa ol fafs
TR AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHfE
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U T2 REEEIX, 7
AR TURRF A7 T MIE O OWEFEZ BT 2 D—2 L LTEX LT
Do

AFNZ, FEHRBROFE R S PD-1 O iEE (PD-1 U 7 & FFEAHEIE) ITREE L.
PD-1 & PD-1 U REDFEEZILET S Z EI2X 0, BATURFFRANZ: T MlROIE
PEA K O AABIRNE k9 2 MBI IS M 2 58 T~ 5 2 & TRk e PuiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEER ) 2 B 2R EIC R0 55 b0 L HIfF S,
e/ B Ao & LT BRI A e L. A bk, Zat kOB R
i,

AFNO T 3 < MIE D RAERUGIC & 2 BIER SN & b oL, B XTI
D AR B o AFIO B PR OB GHITIE, BFOBRL AT, BEIR
D BTG AITIE, BB L HGUIE U B 2 ik & B8 & Fro R Al & i L Coil
228 RIB M 2TV, B OSSR L DEIWER A DI 2 A3, BIBRERL
LRI OB GEDOHEY LB ZIT O LERD D,
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3. BB
1) YIBRAREZRELT « R OIE/ Nt (R BRI E ORI ERE) . KO 2)
FE/INHIRE T (2 3 1) 2 I R Bh R E O KGRI R 21T - 72 £ 72 AR R ER O i & R

B
(AzhE]

1) GIRAREEZRELT « R DI/ N OF V- LB & O IR - L BOR)
R~ LB

@© [EHE TFERER (ONO-4538-05 #kfRk)

7T F SR G AL TFERERE A2 AT D UIRAREZR B H1/ IV SR O /¥ B
JEEE  (ECOG Performance Status 0 X OV 1) 35 il 25512, AHI 3 mg/kg % 2 it [ b
TRIEEE L7z, FEFHEEE TH 28303 (RECIST HA F7 4 & 11 IS <
JEHIEIZ K D CR XUE PR) 14 25.7% (95%(E#HIX[H : 142~42.1%) Th o7, 0¥, F
AR E L7 BfEIE 9.0% Tdh - 7=,

© VEHMEIFARER (CA209017 #X8R) (N EnglJ Med 2015; 373: 123-35)

7T FF R e G AU FIERERE 2 AT DU AR OB H1/ IV SUIHR O R B
JEF (ECOG Performance Status 0 2 TN 1) 272 il 342, REX XL Zxtie L
TAHK| 3mg/kg %z 2 G T AR EE L7z ORAIRE 135 61, RE% X'/ 137 1),
HEIREAT ORGSR, FEFHMBIEE Th 5 24 (BLF, T0S) &Wvw9H,) (FRfiE [95%
B 1%, AABET9.23 [7.33~13.27] A, NEXFEAHET6.01 [5.13~7.33]
AHTHY FANT FEZ T2 LFEIFICAERIERE 2~ LT (AYF— R
0.59 [96.85% 5 #E X[ : 0.43~0.81], p=0.0002 (iliffll) [JB5! log-rank 7, A EAKUE (il
) 0.0315]),
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1.0 17¢

0.9

0.8

0.7

0.6 1

0.51

0.4

Probability of Survival

0.3

0.21

0.7 1

0.01

T T T T T T T T T
0 3 6 9 12 15 18 21 24
Overall Survival (Months)
Number of Subijects at Risk

AFIB¥

135 113 86 69 52 31 15 7 0
Fea%tLB

137 103 68 45 30 14 7 2 0

X1 OS OHEETIED Kaplan-Meier Bif (CA209017 REX) (EERLIhi-4£EMH)

(FERAF R
O EAF IR (ONO-4538-06 5ilk)
7T FFWUR e G AL TFIERIERE 2 AT D UIRARER OB H1/ IV U HR OIER - L
Ry 85 (ECOG Performance Status 0 J2 TN 1) 76 Bl & X512, AA 3 mg/kg % 2 M
b CARTMEE Lz, EEFHMIEE Th 28805 (RECIST A K74 1.1 fRIZES<
YL EIZ KD CR XX PR) 13 19.7% (95% (S5 4EX ] : 12.3~30.0%) TH o712, 728,
FANZERE LTZBEIL 9.0% Th - 7,

© WA S IFERER (CA209057 #%%) (N Engl J Med 2015; 373: 1627-39)

7T FF R e G AL TFIERERE 2 AT D UIBRAREZR OB HI/ VISR OIER - L
Fa 3 (ECOG Performance Status 0 &N 1) 582 fil & xt5:12, KX FEv/L2%tRE
LT, AH| 3 mg/kg % 2 BRI CRERE L7 (RAIRE292 6], R X &/LE 290
Bl), RN ORER., EEFHMEEE Th D 0S (FIfl [95%IFHEXM]) 1%, AAIRET
12.19 [9.66~14.98] =7 A, FE&&X&/LEETI.36 [8.05~10.68] WHTHV . KAIX K
T X X B CH LR RICHBERIER 2R Lz (N — R 0.73 [95.92% 5 HE X H
0.59~0.89], p=0.0015 ({fiffl) [J@5I log-rank ¥, A EA%E (W) 0.0408]),
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1.0

0.91

0.8 -

=7

0.6 1

0.5

0.4 -

Probability of Survival

0.3 -

0.2

0.

0.0 1

FS@eamr - <

L
S D e

0

3

6

Number of Subjects at Risk

AHEE
292

b %4
290

232

244

194

194

L |
9 12 15 18
Overall Survival (Months)

169 146 123 62

150 111 88 34

21 24 27

32 9 0

10 5 0

2 OSOHEFEHTRF D Kaplan-Meieriff (CA2090573R8%) (HE/ER(L S L7=4£M)
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Probability of Survival

(PD-L 13§ BLIR LB D A 50 K V22 41k:)

WA FETARGBER  (CA2000173858 2 INCA209057788R) ICHLA AN BNT-BEDH b,
HEISAHAR I W TPD-L1 2 3 8 U 72 AL Y b 5 E1A (LR, TPD-L1F&HLHE ] &
V) BT DIERDE LN —EOBE DT — X ZH-SE | PD-LIZEBLIERBNTHEREIC
FRAT 24T > T2 B M OV E MO RIZLL T D LB Th o 72,

A L it REEEE T, PD-LIORBRRKRICL S, FedFvEEL
12 U CAAKIRE COSHIER T A D370 b7,

FER V- _EROE TIEL PD-LIZE BB 1% A0 DA R X VR & IZIERBROME R
ThoT= (TX),

B, RV LR, RV LR L B, PD-LIORIHRICL 69, ARlOZEMES
777 A VIR TH -7,

0.6 ﬂ\“a.,
0.4 - ‘»"-L-H,__H_\_H_\—‘—

’II

o
N

! |

o }

' [

°
o ¢

0.0 T T T T T T T T 0:0 T T T T T T T T
0 3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27
Overall Survival (Months) Overall Survival (Months)

Number of Subjects at Risk Number of Subjects at Risk
Nivolumab 3 mg/kg Nivolumab 3 mg/kg

108 82 70 60 48 39 26 17 4 0 123 98 86 77 73 65 27 13 5 0
Docetaxel Docetaxel

101 87 69 53 38 30 13 5 2 0 123 102 80 61 44 36 13 4 3 0

Nivolumab 3 mg/kg (events : 77/108), median and 95% CI : 10.41 (7.29, 14.26) “ Nivolumab 3 mg/kg (events : 68/123), median and 95% Cl : 17.15 (12.09, 20.63)

Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.90 (0.66, 1.24)

2 Docetaxel (events : 93/123), median and 95% CI : 9.00 (7.10, 10.55)

Docetaxel (events : 75/101), median and 95% CI : 10.09 (7.36, 11.93)
Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.59 (0.43, 0.82)

X3 CA209057 3RBRD PD-L1 REERF|TD OS D FRIfFITHED Kaplan-Meier Hif
(£H : PD-L1<1%DBELF. AKX : PD-L1=1%DBEEM)

@ EFELFRE IR (ONO-4538-52 #ER)

(B2 ERRIERIRIR D EGFR & s 178 RIaME, ALK @A 8 s 1Bt ) O ROST & s 1
ZMEDOYIRARE AR HEST « FEI8 O FER T LRI/ INHRa e B 550 61 (A AR NEFH 371 4
BETe,) ARG, TITRERLRINV 2T GRETHEEZ) CLF, [R_AV <7
EWH ) KOS T F BN E GTALFIRIEOOF AR G 2R E LT, REIL N0 X
~ 7 kO T F R & Gefe e L oS (BUF, INIVO/BV/Chemo] &9 ,)
DA Ve M2 B L7z (NIVO/BV/Chemo™ Bf 275 i, st FREE 275 #1), H [HIfiF
HrofER, FEFHIERE Th 2 WA (BLT. TPFS) &) ,) (FRfE [95%
fEHEX ] 1%, NIVO/BV/Chemo #£ T 12.12 [9.76~14.00] 77 H, XfHE#ET 8.11 [6.97~
8.54] B HTHY ., NIVO/BV/Chemo L7 TR LAY X< T RIS T FF K25
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AL FFEO O 5Tk LR PIICA BERIER 2R LTz (0 — R 0.56 [96.37%
fEHEX M : 0.43~0.71], p<0.0001 (FW1HI) [J&5! log-rank f &, A EAKAE (MifH]) 0.0363]1),
*1: AH 360 mg R OMLAEReE% 3 MBI CARHE Lz, (LPRiEE, AILRTIF, <2 Y
ARV N ONRN AT % 3HEBZ 1A I7VELTRR6 VA 7LVERKL, 6 171D

LR LR I AK R S Y R T OO GIC L B EFRRE b E e L L7,

100 +

80

60 - NIVO/BV/Chemoit

Progression Free Survival

T T T T
0 - 8 12 16 20 24 28 32
Time from Randomization (Months)

Number at risk
NIVO/BV/Chemo&f 275 231 163 88 48 16 6 0 0
*TEABE 275 225 127 53 27 5 2 0 0

X4 PFS O HEENTE D Kaplan-Meier Biff (ONO-4538-52 3X5%)
(VAL S 7-4F. NIVO/BV/Chemo B & 3HHREE & D)

(PD-L 138 ELIR IR DA M o OV 4 1E)
[EIES (A 25 AR 3R BR  (ONO-4538-527i88R) ITHAAN OB NTZEBEDT — X TS X,
PD-LIFBIRBIN R B INIENT AT o T B IMER L 2O RIFLTO LB TH

D7,

HIMEIZE LTI, #lotBY ThoT=,
723, PD-LIORIRIZCL 5T, AFOLZEMET a7 7 A4 WVEERRTH -T2,

7% 1 PD-L1 ZBHRF D OS :BMBATFRFOFZIME (ONO-4538-52 3ER)

0S
PD-L1 % BeHRE %R HfefiE [95%CIH] NP — R
(W A) [95%CI]
. NIVO/BV/Chemo 115 31.01 [23.13, —]
1% ’ 0.76 [0.52,1.10
VoAl BV/Chemo 115 22.60 [18.63,29.44] [0.52,1.10]
NIVO/BV/Ch 155 30.78 [25.99, —
1% emo [ ! 0.69 [0.50,0.95]
BV/Chemo 155 24.67 [19.09, 29.34]

— HEEARRE, ¢ BEREA LR L LT Cox Hufl Y — REIRET L
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R - b B M O R - B2
O [EBIFEH AR (ONO-4538-77/CA2099LAFER)

(LI EARIRIR D EGFRIE AR 128 B2 M I QALK &8 5 1 B2 O UIBR A BE 7o 1T -
RO NMEiTERETI6] (BAARNBESOBIZETe,) ZRt%RIC, 77T 8K E
TLFREOI ARG ZRE LT, Al A ) o~7 (B rf#az) LT, T4
U AT End,) KOTTFF8GHE 25 b FREE O (LT,

INIVO/IPI/Chemo] &9 ,) BEOH MR O 2% #E L7= (NIVO/IPI/Chemo™
36141, xFRE2HE3SSHI) . HIRIAEAT OFE R, EHEFHMIEE TH 50S (FRAE [95%(EFE X
1) 1%, NIVO/IPI/Chemo#¥ T14.13 [13.24~16.16] 77 H . %HHREET10.74 [9.46~12.45]
I H T& Y . NIVO/IPY/Chemold 7 7 FFH A% & Te{b FhiE DO O i 5125k LitEH 7
MICABRIER 27 Lz (ON— RE0.69 [96.71%[5HE X [ : 0.55~0.87], p=0.0006 (i
) [JERlog-rank &, A E/KNE (Wifil) 0.0329]),

2B, RBMLMATRER CTH DA, HHEALBIONIVO/IPI/Chemoft: & kFHREEDOSD /N
P— Rt [95%E X 1%, R EROE T0.65 [0.46~0.93], FER T LR <0.72 [0.55
~0.93] ThH-o7=,

*] : AH 360 mg % 3 BEIRIFRE. 1 £V A~ Imgkg & 6 R R OMLRE % 3 8RR < A
B U7z, ALZRR0RE, LA (RSE EROE UTIERE ERE) (IC S\ bsek (R R
Jit  AINKRT T FURONRZ Y ZXtE, ERFELENE : IVRTTF XTIV AT TZF R
NARNLFER) &, 3EEE LA 2L LT 2 A 2 AER LT, 2 4 2 AT, AH
FEOA BV b~ 7 % ST L,

*2 KRR RSP LR UIFERE L) (25 % | NIVO/IPI/Chemo B & [F UAbEiE % . 3 B
1A I NELTAY A7 VFE L, FERFELEEIEIZOWTIE, 4 A 7 Vb RiE I
IZAA P LRl RIC K D HERRRE b M TRE & LT,
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-
o

o
©

o
o

NIVO/IPI/ChemoEE

e
~

0.6

0.5 _
0.4 xR e

“mreEE

Overall Survival Probability

0.3

0.2

0.1

0.0

0 3 6 9 12 15 18 21 24
Number at risk Time from Randomization (Months)
NIVO/IPI/ChemoEf 361 325 292 230 129 46 16 1 0
*f FERE 358 318 259 183 94 39 12 0 0
X5 OSSO EfETRFDOKaplan-Meiertifk (ONO-4538-77/CA2099LAFRER)

(FERLSh-8H)

@ [EBRIE S M FEEAER (ONO-4538-27/CA209227 #&5#7) (N EnglJ Med 2019; 381:2020-31)

(Part 1a)

(L EARTEIE T PD-L1 FEBLEN 1%L E72v> EGFR &5+ BaME KR N ALK e
AP OYIBRRREZRHETT « TR O IR/ NIRRT B8 793 5 (A ARNEBHE 89 #Hila &
te,) ZXRIT, 77T T A Z G LTRIEOHE G ARRE LT, KA A Y
L=T7 OB (LR, INIVO/IPL) W9 ,) OBFMER e E2 KRG LT-
(NIVO/IPI™! B 396 5], i B 397 f51)) , ARBroO EFZEHMIEE TH 25 0S (Rl
[95% (5 #EIX[H]) (%, NIVO/IPI BET 17.08 [14.95~20.07] © H . xtIREET 14.88 [12.71
~16.72] 7 H T& Y, NIVO/IPI |7 7 FFHH % & e b F ATk LG FIICH &
IR & LTz (AN — REE0.79 [97.72%(5 #H X : 0.65~0.96], p=0.0066 (i&iff]) [J=
Bl log-rank #2 7€, A E/K%E (W) 0.0228]),

*1 . A% 3 mgkg % 2 BERE., 1 £V A~7 1 mgkg % 6 8 M CAMEE L,

¥ MR (R RO IR ) ISV bRE (R R« IR TS F o U
VATTFURONT AR, ERELEE  IVRTTF IV AT TF RO A S
FER) &2, 3BME 1 VA 7L TaI A7 VERL, ERFELBEBCONTIE, 451472
VDAL EFEFREHRIT A N LF Tt RIC K BMEFERE L B ATREE L7,

10
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1.0
0.9
0.8

0.7
0.6

NIVO/IPIEE

0.5

0.4 /L s
0.3 )

-+ B
o HREE R T

St A= =i

0.2
0.1
0.0

Overall Survival Probability

T T T T T T T T T T T T T T T T T T T T T T
0o 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number at risk Time from Randomization (Months)
NIVO/APIEE 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0
SR e 397 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0

X6 OS DERAMFENTHRFD Kaplan-Meier B (ONO-4538-27/CA209227 3RBX Part 1a)
(EfER{L I T-4£EH)

(Part 1b)

(L IEARTAE C PD-L1 FEBLEN 1% 2 > EGFR &5 1A REM L Y ALK @A
AP OUIBRRREZRHETT « TR O FE/ IR IE B8 550 5 (A ARNEBHE 79 Bz &
te,) ZRRIZ, 7T TF T A ZEZTCFERIEOIAE G 2R E LT, KHlL7TT7F
T8 A ST EE & OPFRBES (BLF, INIVO/Chemo| &9 ,) &K OYNIVO/IPT @
BN R OV 4k & fist L7= (NIVO/Chemo™ B 177 i, NIVO/IPI £ 187 fi], *FREE 186
#il) . ARBROBIKFANEH O—>Th Y BRI E D x5 Td 5 NIVO/Chemo &
KREFED PFS (HR L [95% (5 X fHT]) 1%, NIVO/Chemo #£ T 5.55 [4.63~6.90] % A .
XITHRHET 4.70 [4.21~5.59] B A TH Y, NIVO/Chemo 177 FF8A| 2 & T el i1k
X UREH IS A BRIER 2R L (O — REE0.73 (DD [97.72%f54E X FH : 0.56
~0.95], p=0.0070 [J&#H log-rank fRiE, AEAKHE (W) 0.0228]),

7E. BT R CTh DA, FERA B ONIVO/Chemot & it FREEDPFS D/~
— REb [95%fE8EX M) 1%, R LR T0.94 [0.56~1.56]. FERF R T0.66 [0.49
~0.90] TH-o7=,

*1 LSRR & OBFRITC, AHI 360 mg & 3 TRV C AU EE L7z, (LiBid, M (RS L
i SATIER O BECEE) (IR SWe b EiE (R LR IVRT T F IR T FF R
FhyaEy HRELRE  AVRTTF NIV AT TFURORA FLFE R) &, A
FEICXI D 3EMAE I A 7L ELTAI A 7 AER L, ERFELEEIZONTIE, 431271
DAL FIEERBICAR L O R b Lt RIS & 2 MRk b TR & L7z,

11
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1.0 N

209 }

£ 08

£

[<]

£ 07

< 06

Z

& 05 NIVO/Chemo#

Q

204

=

§03

202 N .

ED 1 5 ~""‘>.___ H\_‘—‘——\

£ 0 S FRHE ST - o TSI

000 4
T T T T T T T T T T T T T T
0 3 6 9 122 15 18 21 24 27 30 33 36 39

Number at risk Time from Randomization (Months)
NIVO/Chemo®$ 177 135 73 48 37 29 19 15 10 10 7 4 1 0
pogjiyica 186 121 57 22 18 13 8 6 5 3 0 0 0 0

7 PFS ORAEMRHTIRFD Kaplan-Meier Bt (ONO-4538-27/CA209227 3Bk Part 1b)
(EEBIL S 7-2£F., NIVO/Chemo & & X FREE & D HER)

Fo. HEFERRERR ST SN o7 b OO, PD-L1 RN 1% 0 BE
(23T NIVO/IPL BE &t HREED OS (A [95%(E 48X [#]) 1%, NIVO/IPI BE T 17.15
[12.85~22.05] 7 H . *HBEET 12.19 [9.17~14.32] B A THY . NIVO/IP1IL7Z FF
BIHN 2 G T efb PRI LIER A 28 Lz (O — R 0.62 [95%(5HEX ] : 0.48~
0.78]. BRERMZ2MRATHER) .

12



https://www.ajha.or.jp/topics/admininfo/

2) FE/NHRE A 2 31T DA RTABIR L
O [EEILFEZE IS (ONO-4538-55/CA209816 #&ER) (N Engl J Med 2022; 386: 1973-

85)

BRI 1B (S 4 cm DLE) . I SUXIMA OFE/ Nt O R EE" 358 4
(EARANBE 68 Bl & Ete,) RtRIC, 77 F A Z &b FHREO G 5 % xR
&LT KA & 77 FF 8K 2 Eb Rk e OB S (BLF, INIVO/Chemo] &\

9.) DA VLAV Z R L7 (NIVO/Chemo™ BE 179 41, %HRZ#E 179 #1), HH

%ﬁ®ﬁ%\IE%%@E®*OT%6%4N/F$@%%(MT\mmjkwoﬂ

(FFIE [95%f5#E X[ ]) 1. NIVO/Chemo R£C 31.57 [30.16~HEEARHE] # H., xtha
RET 20.80 [14.03~26.71] 7 H T& Y . NIVO/Chemo 1% 7 T FF H| 2 & tofb FHRIED
GG LRHAMICAE BRIEE 2R L (N — R 0.63 (i) [97.38%(5 48
XM : 0.43~0.91], p=0.0052 [J&%H! log-rank fiE. A E/KUE (HHE) 0.0262]),

*1 : BRI #A1E American Joint Committee on Cancer (AJCC) /Union for International Cancer Control (UICC)
TR (7D TS,

EGFR BT E RGBT ALK A BEFHMETH D Z L AR SN TV D REF TR L L,

*2  {LEERRTE L OBEC, A 360 mg % 3 MM TROC 3 YA 2 VSR Lo, (Lt
MU (R RO SUEIER T LR (ST bR (RE LR - v AT T F L RO
LAVEEY, MIANVRTZF RO ) XL, FRFELEE: VAT T7F U RORA b
Lt R, XEHAVRTTFLROAY Y ZF1L) &, MEHEC LD 3 BHECRA 3 3
AU NVER LT, AT TF AT DERMER RN LI S B E I, IVRTFFuic
EHAREL LTz,

*3 AR (RF RO IR EEE) IS S WAL Rk (RE RN . v 27T F L RO
LVAEY VAT TFUROE ) LAY, VATFTFURRREZ I, EIHALERT T
FURONRZ D HXEN, FRELRE : VAT TFURORA MLFE R, VAT TF RN
/LY, VATTFURDP RS XL, IHVRTTF RO 7 ) ZxEL) %28
FRHEIC L0 3 R R 3 VA 2 VE LTz, v AT T T KT B ARMEA R LRI
EINTHEITE, INVRTTF BT ARES LT,

13
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NIVO/Chemo#¥f

o

Event Free Survival Probability
g2 €
é;n
&

01

00

06 0 s R D R a8 0
S Time from Randomization(Months)

NIVO/Chemo#f 179 151 136 124 118 107 102 87 74 41 34 13 6 3 0
X HREE 179144 126 =109.0.94 - §3ec sy gl 152 wwdG s 2d a3 i) e dre 0

X 8 EFS O Ef#ITED Kaplan-Meier Hi## (ONO-4538-55/CA209816 3RER)
(EEAIL SN T-8EH. NIVO/Chemo B L X HREE & D )

14



https://www.ajha.or.jp/topics/admininfo/

[Zcrt]

1) BIBRAREZR AT - BRI O/ NHfatifE  OF B0 M OFE R L B)

(R R )
OEWNE I AHRER (ONO-4538-05745R)

HEFESIL 33/35 #i (94.3%) TR B,

KA L ODRRBIRNEE TERVAEFF

G213 24735 il (68.6%) (2B H ALz, BN 5% EORIERIZI TERO LBV Tho

77
F2 FHEBENF5S%ILOBIER (ONO-4538-053ER)

PRERIRSHE BiE (%)

HARFE 35 4

(MedDRA/J ver.17.1) 4 Grade Grade 3-4 Grade 5
ERIEM 24 (686) 2 (57 0
MR LY > SRlEE

2 ifn. 2 ( 57 0 0
N G i B

B Lo P IR AR 2% 2 ( 57) 0 0
B P

T 2 (57 0 0
L 3 ( 86) 0 0
—fk - RHEEL LU SHMOREE

R 5 (143) 0 0
AAY P 2 (57 0 0
FEER 5 (14.3) 0 0
G R E

W AEUE 2 ( 57 0 0
B IR iR

TANRTGXUBT I ) b T AT 27— BN 2 ( 57 0 0
M7 V7 F ok AR F - —E 2 (57 0 0

U o ERERD 3 ( 86) 2 ( 57) 0
R L Ok E

KT 2 v E 2 (57 0 0
BAHR 5 (14.3) 0 0
AR X O ARk R

B EfivRg 2 (57 0 0
PR R R TR

RIS = 2 — /T — 2 (57 0 0
RO AR, B ESs K OMERR

il £ i 2 ( 57 0 0
B $ KOV PRk

SIERR R E 2% 2 (57 0 0
HLBE 2 ( 57 0 0
B 5 (143) 0 0
R INIRZ N2 2 ( 57 0 0

ek, VRPN E 2 ] (5.7%) . K

T v NLU—IEERESE) 341 (8.6%) . THER

- HEO TR 261 (5.7%) | fEREE (F

EFEE 2 1 (5.7%) . HURBMERERETE 3

(8.6%) . FIIFEHRAERETE 14 (2.9%) . BHERERESE (JRANE HRIMER %) 161 (2.9%)
K N infusion reaction 2 5] (5.7%) 23388 bz, £7-. BEOREEE (FJEREIRGE

15
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e, ZIRALHE, BUCMAS) | TIROGRIERER . 1 TBRRA . Rk, TSI,
Wik - BAISEZE . & 5 A OULR A IR BB o T2, AR BRI BT
% (ERREMRN 2 AD) &EDRIHRETT,

QA MAHRER (CA209017385%) (N Engl J Med 2015; 373: 123-35)

BEFGIIAFIRE 127/131 6] (96.9%). R& & Fw/LEE 125/129 ] (96.9%) (2788 &
AU, A E ORREBERDGE TERWAEFFRILT76/131 il (58.0%) (258D bilz, F
BN 5% EORIERIZT TEDO LB THoTz,

F3 FEEARP 5% LEOBMER (CA209017 3RBR)
H% (%)

BRI R I
=h.
(%:SI;EI;A/J ver.17.1) 131 f1
o 4 Grade Grade 3-4 Grade 5
A2FIER 76 (58.0) 9 ( 6.9) 0
EL
T 10 ( 7.6) 0 0
L 12 ( 92 0 0
—% - EFEES OGO ORRE
HE T HE 13 ( 9.9) 0 0
I 57 21 (16.0) 1 ( 0.8) 0
R L O RE
BAR 14 (10.7) 1 ( 0.8) 0
B R L O A HRRESE
B iR 7 ( 53) 0 0

¥, HVEMEMRE 6 B (4.6%) . KRIBK - HEED THI 11 61 (8.4%) . FhfkfEE (%
T v NU—IEGERES) 1361 (9.9%) | IFHERERETE 4 61 (3.1%) . HUIRMRHERERET 5
(3.8%) . BEHREREE (RMEMEMEEXE) 46 (3.1%) . EIEMMEIIE 141 (0.8%)
J O infusion reaction 1 5] (0.8%) 73i Hbilz, F£io, HEEOKZEREE (FEARIRE
fERE, ZTEALEE, FRHIES) | TERARHAERETE. RIBEmRE. 1 BUERP ., PEX,
e - BEREA . 5 E D IER L OB RITFRD D le o 72, AREIVEFA S BRI B
% (RREMRT 2E5T) 2E0EHEREZRT,

(FER TR
OEMNE TR (ONO-4538-0676k)

HEERIX 75/76 i (98.7%) 12RO BV, AF| L ODRREARNEE TE W ER
S0 64/76 5] (84.2%) T3 BV, FHLEN 5%LL LORWEMIITRDO LB ThHo
776

16
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#£4 BEBNR5%LL EOFEIWER (ONO-4538-065\5%)

FRE RIS BilE (%)

FAGE 76 15

(MedDRA/J ver.17.0) 4= Grade Grade 3-4 Grade 5
2RI EH 64 (842) 16 (211 O
N 3 i i

AR A RE AR T 7 (92 0 0
B EREE

5 5 ( 66) 0 0
T 4 (53 0 0
TN 8 (105) 0 0
AN 4 (53 0 0
I - 4 ( 53 0 0
— % - REEER L OB GEA O RRE

I 57 9 (11.8) 1 (13 0
TR 11 (14.5) 0 0
FEEL 11 (14.5) 0 0
HRPR IR A

U SERHE D 6 (79 2 (26) O
Rt L O REE

KF MU U A E 4 ( 53) 2 ( 26) ©
BEXONIBIES 11 (145 1 (13 0
PR R M

FEMED F 4 ( 53 1 (13 o0
MR, MAERFS K OViEhRF

R A 4 ( 53 2 (26 0
R F KO TRk

% O FEIE 6 (79 1 (13 o0
B 11 (145 0 0
RINIR SN 4 ( 53 0 0

¥, MM EAR] (5.3%) . KM% - EHEED THI5H] (6.6%) . FhikkEE (¥ 7
v N L—EERESE) 1041 (13.2%) | IFRERERRE511 (6.6%) . FIR IR RERR 1041 (13.2%) |
R RERERE E 1] (1.3%) | BFEEREREE (RME TR EMEE 25%) 461 (5.3%) K Utinfusion
reaction 35l (3.9%) 23FRD LIz, FTo, BEOKERFEE (REMEIEGEEE, 2L
B, BOROEIES) | TEE(HREREE . VRUBEIRIN, WEZE. EIEMIERE, AR - BEEK
5 E D PG OB RITFRD B2 hr o T, REWERAFBURILIZEE RS (AR REM
WA Eh) 2B UEERETRT,

O/ IARFER (CA209057 745#k) (N Engl J Med 2015; 373: 1627-39)

HEFEGIIAKIRE 280/287 1] (97.6%). Rt & Fw /LB 265/268 5] (98.9%) (2388 5
AU, AHNE DRIRBRAEE TERWAEFRIT 199287 il (69.3%) (258 bz,
FEEBLRD 5% L, FORWERIZTRDO LB THolz,

17
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F£5 FEARPS5%LULEOBEMER (CA209057 3RBR)

p—
BEAIA e
=h.
(%ZEE)EII?A/J ver.17.1) 287 {1
o 4 Grade Grade 3-4 Grade 5

2REIEH 199 (69.3) 30 (105) 0
e laRA =

FFR A RE AR T i 19 ( 6.6) 0 0
B IEREE

T 2 (717 2 ( 07) O

TN 34 (11.8) 2 (07) 0

Mg - 15 ( 5.2 0 0
—f - EFEER L OREHBAORE

)9 29 (10.1) 1 ( 03 0

I 57 46  (16.0) 3 ( 100 0
Rtk L O S

RAHOE 30 (10.5) 0 0
AR X OV ARk

B EiivR 16 ( 586) 0 0
B4 KOV ARk

% 9 24 ( 84) 0 0

W5 27 ( 94) 1 (03 0

7, [EMENZE R 10 6] (3.5%) . KMk - B D T 22 6 (7.7%) | fhidleds (%
T v NUIEREE) 26 1 (9.1%) . IFBEREREDES 15 6] (5.2%) . HRIRBEREREE 27
Bl (9.4%) | BEHEREREE RME EIERRE) 761 (2.4%) . 6% - #2141 (0.3%)
J O infusion reaction 8 5l (2.8%) 23FD Hivlz, Fio, BEEORLERE (K EHEIRIRE
ERE, ZIEALBE, BUOEIESE) | TERAHERE, RIBMEERE. 1 2NRN, FER,
FIEFEAE, S E 9 R KO RITED Divieio 7o, ARRIVEMZEBLR LB
% (RREMRT 25T) 2E0EHEREZRT,

QEFRIL R MAHEER  (ONO-4538-52 7R)
AEFZITIAAOH (NIVO/BV/Chemo) #f 271/273 5] (99.3%) . xtHR#EE 275/275 15
(100%) (258 HT=, AFIGEH (NIVO/BV/Chemo) & DK EBMRNGE TERNE
TG 269/273 B (98.5%) IZFR&D B LTz, FBEN 5% LORIERIZTERD LBV

Th-oT,
£ 6 FRBENS%LEORBIER (ONO-4538-52 3B%)
B i ; H% (%)
ﬁ%gﬁiﬁﬁ AAIDFE (NIVO/BV/Chemo) R
™ 273 14l

(MedDRA/J ver.22.1) 4> Grade Grade 3-4 Grade 5
2RIEH 269 (985) 200  (736) 3 ( 11
Rk K OV T ALk beE e

i B 143 (52.4) 0 0

3 81  (29.7) 13 ( 48 0

Z 9 FEIE 48 (17.6) 0 0

BER BB 30 (11.0) 12 ( 44 0

18
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Bi%k (%)

B ZNH
- gﬁi]’ i KAIDE (NIVO/BV/Chemo)
. 273 4
(MedDRA/J ver.22.1) 4 Grade Grade 3-4 Grade 5

SUERRR 2% 19 ( 7.0) 1 ( 04 0
PR R

RIEMERER = 2 — R — 120 (44.0) 3 (11) o

K= 2 — a8 F— 59  (21.6) 1 (04 0

SN 32 (117 0 0

B 15 ( 55) 0 0
7R

I HRER B 116  (42.5) 87 (3199 0

H i ERE R 93 (34.1) 40 (147) 0

iR 59  (21.6) 6 (59 0

TANRTXUBT ) N T U AT =7 —8HN 24 ( 88) 2 (07) 0

TI=T I NI AT =T —PHN 20 (73 3 (1) o

7 v F =8 16 ( 59) 1 (04 0

RERD 15 ( 55) 0 0
B EREE

{550 85  (3L1) 3 (11 o

LD 68 (24.9) 3 (11) o0

T 50 (18.3) 5 (18 0

A% 50  (18.3) 2 (07 o0

A 21 (71.9) 0 0
MK LR o REE

=il 78 (28.6) 15 ( 55 0

I R ER R E 53 (19.4) 43 (158) 0

FEENEAT P BRI E 43 (158) 41 (1500 1 ( 04)

i BRI E 26 ( 95) 13 ( 48 0

I/ IR i 18 ( 6.6) 4 ( 15 0
AR X O ARk R

B EiivR 69  (25.3) 0 0

7 P9 66  (24.2) 0 0
—fik - REEEL LU SEMOREE

TR 68  (24.9) 1 (04 0

FEEL 40 (14.7) 2 (07 O0

9 57 19 ( 7.0) 2 (07) o0
RO ER, B ES K OMHERR

g 43 (15.8) 0 0

LoD 34 (125) 0 0
R L O REE

AR 81  (29.7) 8 (29 o0
A8 P

5 1ML 65  (23.8) 37 (136) 0
Bk L OUR KR E

EHEPS 65  (23.8) 13 (48 0
N 3 i

AR A B AR T E 26 ( 95) 1 (04 0

R B p RE U 15 ( 55) 0 0

BB R RE A4 14 (5.1 4 (15 0

7ok, MPRRBEE 211 1] (77.3%) . REEUTRURIE/ I 435 —02 f5] (33.7%) . EER
MK FEE 43 151] (15.8%) | FUIR RS RERSE 22 39 1] (14.3%) | HLJE D 2 &2 36 1] (13.2%) |
fFtererE=s 35 5] (12.8%) . BHFEREREZE 20 5] (7.3%) . EVEVEMES 19 1] (7.0%) .
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KRG« /N2 « BEREE OO T 19 5] (7.0%) | BB HERERR S 14 51 (5.1%) . infusion reaction
13 i (4.8%) . THEMBEREIEES 5 41 (1.8%) . izt 4 6 (1.5%) . Ll 4 61 (1.5%) |

1 RUBEPRI 3 61 (1.1%) . FRARMARZERAE 3 6] (1.1%) . B LMEARE S 2 61 (0.7%) .
WEge 2 51 (0.7%) . FFZ8 141 (0.4%) M OVESSEHIM 1 61 (0.4%) AFR® bivlz, Fiz,

BIEFEEAE, OR. BUEATZR. A4, Bbk - Bk, MERERAEMEE, MitZ, 5
E 9 ESR . IRIFEREE K OMEFLIZRRD DRy o T2, REWERARBLIRDUIES#EF S (K
RAERE 2 5T) 2B 0ENERE =T,

O b B2 Je OSE R B
OEFEHLFEFE AR (ONO-4538-77/CA2099LA FR5R)
BEFRGIIARAIOH (NIVO/IPI/Chemo) Ff 355/358 #il (99.2%) . i 341/349
(97.7%) 1R HT=, AAIGEH (NIVO/IPI/Chemo) & DK BEURNEGE TERUWVE
FTHHGT 322/358 il (89.9%) IZFRSD HALTZ, FELEN 5% LORIERIZTTERD LBV

VC\\ &) ) f:o
#£7 RBERRB5%ULEOBIER (ONO-4538-77/CA2099LA RER)

o N Fl% (%)
Eﬁi’jﬁzﬁﬂ K AHAIBE (NIVO/IPI/Chemo) B

S 358 il

(MedDRA/J ver.22.0) 4 Grade Grade 3-4 Grade 5

REIEM 322 (89.9) 159  (444) 1 ( 03)
MR LY R REE

i 80  (223) 20 ( 56) 0

T BRI iE 35 (9.8) 22 ( 61 0
A s

RO A RE T LA SE 27 ( 75) 0 0

FR A RE A T i 52  (14.5) 1 ( 03 0
IR

{5 32 (89 0 0

T 73 (204) 14 (39 1 ( 03

L 94  (26.3) 5 (14 o0

Mgk - 47 (13.1) 6 (17 0
—% - EHEER OGN ORRE

1 9 73 (20.4) 3 ( 08 0

957 59  (16.5) 8 (22 0

FEEN 20 ( 5.6) 0 0
BRI AT

TI=rT I NIRRT =T BN 23 ( 6.4) 3 (08 0

77— 18 ( 5.0) 8 (22 0

TANRGXUBET I ) b T AT 2T —BHIN 19 ( 5.3) 4 (1) o

U —BHIN 18 ( 5.0) 13 (36 0
R L O EE

BAGHOR 56  (15.6) 4 (11) o
RSB E & OV Gk

A& 26 (7.3 1 (03 0

7 IR 18 ( 50) 0 0
MR, HESES & OMithR RS

fififig ¢ 19 ( 5.3) 5 (14 o0
R X O T ARk

20
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B (%)

aagﬁiéaiﬁ AAIGEA  (NIVO/IPI/Chemo) #E
i 358 {3
(MedDRA/) ver.22.0) 4 Grade Grade 3-4 Grade 5
JEAE 32 (89 3 (08 0
Z O PEIE 66 (18.4) 3 (08 0
X5 64  (17.9) 5 (14 0
RINIR N 18 ( 5.0) 5 (14 0

7k, FURIRPERERSTE 74 B (20.7%) | FREREETE 51 61 (14.2%) | RERCTALARAE/
A3 —50 5] (14.0%) . FFHEREREE 48 B (13.4%) . KAGZ - /IMEZE - HE D T 26
Bl (7.3%) . BHERERET 25 5] (7.0%) . BHEORERE 2161 (5.9%) | FEMEMZER
19 %5 (5.3%) . infusionreaction 17 %5 (4.7%) . RIEHEREREE 12 5l (3.4%) . T HEINHE
RERREE 7 61 (2.0%) . DMEBETE 7 61 (2.0%) . AFZ&R 661 (1.7%) . %R 461 (1.1%) &
OFRARMARZEARSE 1 6] (0.3%) 258 iz, £/, EIEMFESE, Ok, ik, 1
RUBEGRIpT . AR, REALMENBAE 26, Mk - BEMBEAG . SR iikieds, MmER & IEGRE,
FEEE, S E 9 IR, BRI & OYEFLIZRRD Sz h o 1o, ARRIVERZEBLR I B
% (RREMRT 2E5T) 2E0EHEREZRT,

QE B LF AR RER  (ONO-4538-27/CA209227 7kb#)

(KHIE A Y L~T OO HEE)

HEELIIAROA (NIVO/IPD) £f 568/576 5] (98.6%) . *IHREE 554/570 %1 (97.2%)
(ZRBD b, AFIGEH (NIVOIPD & ORFBERNPEETE RVAFFRIT 442/576
BBl (76.7%) ([ZFBD BTz, FBEEN 5%LL EORERIZITEO LB ThoT-,

#£8 FEHERP 5%ULDOBIER (ON0-4538-27/CA209227 3Bk Part 1a X O\ 1b)
B% (%)

Ll LNH
ﬁi’jﬁiﬂ M ARAIBEA (NIVO/IPL) Ff
S 576 il
(MedDRA) ver.22.0) 4 Grade Grade 3-4 Grade 5
EIEM 442  (76.7) 189  (328) 1 ( 0.2
Al
FRR B R T SE 48 ( 83) 0 0
FRIR B REAK T 72 (12.5) 2 (03 0
BB
T 98  (17.0) 10 (17 o
L 57 ( 9.9 3 ( 05 0
—fik - REEER LU G OREE
e 9 59  (10.2) 8 (14 o0
i 83 (14.4) 10 (17) o0
FEEN 43 ( 75) 2 (03 0
ERIR IR AT
TI=T ) NIRRT =T 52 ( 9.0) 19 (33 0O
77 —EH 36 ( 6.3) 17 (300 0
TANGEXUBT I N AT 2T —EBEN 56 ( 9.7) 18 (31) o
U R—B 8 43  ( 7.5) 23 ( 40) O
R L OeEEE
BAHER 76 (13.2) 4 (07 0

21
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B BIRITH Bl (%)

= AFIOEA (NIVO/IPI) ##

(%jjfmu 22.0) 576 #

° veres 4 Grade Grade 3-4 Grade 5
E kR I K O SRR

Pa I 29 (50 4 (07) O
R, MERFS K OEhR S

il 40 (71 16 ( 28 0
Bl 4 KOV T AE kbR =

PR 31 (54 1 (02 0

T DFFIE 82  (14.2) 3 (05 0

S5 98 (1700 9 (16 O

NS IN A 39 (68 9 (16 0

7%, HUIRMRHERERRE 115 1] (20.0%) . FRERERESEE 91 ] (15.8%) . Fh#kkRE: 51 1
(8.9%) . FHVELMENGPE 50 1] (8.7%) . BEAUHEFAE/ < AT —38 il (6.6%) . HEE
DGR 27 B (4.7%) . KIBK - /NEJK - BEO TH 25 ] (4.3%) . BEHERER 25
5 (4.3%) . infusionreaction 23 {5 (4.0%) . TEEMAHEREMRET 19 ] (3.3%) . EIFEHGE
[ 19 il (3.3%) . NPk 13 1] (2.3%) | (Lofislsds 9 5] (1.6%) . ek 6 5l (1.0%) .
1 ABERIE 4 1 (0.7%) . S E MK 2 5] (0.3%) | sz 161 (0.2%) . ik 1 fi
(0.2%) . Mgk - Bl 161 (0.2%) K OFHIRIMLIEZERAE 1 61 (0.2%) 23388 bz,
Fro. BIEMEGE, TS, i EPEIRE 58, B A M ikleEs | MERE AEMRE, fkL.
FEEIE H . Ny OSEFLIZRR O B AL 0o T RRIMERFBURDUIBIE RS (FRR AL
rEte) A HUEINERETRT,

(KA & 7 Z FF 8K 2 Gl F9RE & OO S (PD-L1 %8BI 1%A05 0 BEHEH))
B EFELIIAFIGEH (NIVO/Chemo) F 172/172 511 (100%) . 5t FREE 174/183 151] (95.1%)
3R BTz, AFIHEH (NIVO/Chemo) & DK FEIE NG E TE RWAEFESLIT 159/172

Bl (92.4%) (2D BTz, FBEEN S%LL EORERIZITEO LB ThoT-,

F9 FHERS%LULEORIER (ON0-4538-27/CA209227 #5k Part 1b)

B e /A BilE (%)
ﬁgjgz;ﬂ H RAIDE (NIVO/Chemo) T
i 172 51
(MedDRAA ver.22.0) 4 Grade Grade 3-4 Grade 5
EREIEH] 159  (92.4) 96 (558) O
MK LY R fEE
2 i 70 (40.7) 30 (174) 0
I P ERIR A IE 41 (23.8) 23 (134) 0
M /IR IR iE 17 (99 7 ( 41) o0
Elol
{51 38 (221) 0 0
T 17 (99 2 (12 o0
CIATIN 67  (39.0) 4 (23 0
A% 14 (81 1 ( 06) 0
M 26 (15.) 4 (23 0

—f% -« EHFEER L OB G ORE
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Bi%k (%)

It ZNH
ﬁgjﬁz;” o ZAIDET (NIVO/Chemo) R
" 172 451
(MedDRA/J ver.22.0) 4 Grade Grade 3-4 Grade 5
e 18 (10.5) 1 ( 06) 0
9 57 43 (25.0) 8 (47 0
TR 9 ( 5.2) 0 0
FERE D S SE 10 ( 58) 0 0
A 7 9 ( 52 0 0
FEEL 12 ( 70) 1 ( 06 0
BRI AL
TI=2T ) N TUART = 7= 16 ( 93) 5 (29 0
77 —EH 11 ( 64) 4 (23 0
TANRTGXUBET ) T A7 =7 —EH 10 ( 58) 1 ( 06) 0
M7 V7= 8N 12 ( 70 1 ( 06) 0
A R ER B 27 (15.7) 17 (99 o0
IRANT e 21 (122 11 ( 64 0
I 1 BR A 15 (87 9 (52 0
Rtk L O EE
BAIE 39 (227) 4 (23 0
FEE 3 K OV PR ARRE
O PEIE 15 ( 87) 0 0
5 26 (15.) 1 ( 06) 0

7R¥s. ARRREEE 26 1 (15.1%) | BREUHRMARIE/ I A T —22 5] (12.8%) . JITHERE
bt 20 4] (12.2%) | HURBRFERERSE 16 61 (9.3%) . BEHEREREE 14 41 (8.1%) . [H]
BEVERRE 8 B (4.7%) . KRIBE - /MK - EEOTHIS B (2.9%) . LMEbEE 5 5
(2.9%) . infusion reaction 4 {5 (2.3%) . FEEDORJEREE 2 #] (1.2%) . L% 14
(0.6%) . f2c 161 (0.6%) . 1BUBEGRSS 161 (0.6%) . AFZc 141 (0.6%) . FIEHS
REREEE 1B (0.6%) M OERIRMARZIERAE 1 61 (0.6%) ARHO LT, Fo, EIER K
TE, A4, BEEPERRAE K, TEAMEREREE, MK - B, EE2MRMEE, M
ERERIEMERE, AhEZ. BER. S E MK, MBI VEFLITGERO bivenoTo, A
RIERZRBURDLIIBE RS (RRRAEMRT 2 5T) 23 0HEIERERT,

2) FE/INHERERE L 36 0F 2 ARl B Ik
OERILFEZFEMAHER (ONO-4538-55/CA209816 #5x)

TRTABFRIEHNC I 2 A EFFSR NaTHBRIEO R G-) b i 5% 30 HEL
PSRBT U 7= 5) 1 3AAIGEH (NIVO/Chemo) #f 165/176 51 (93.8%) . *IF#
B 173/176 1511 (98.3%) (258D BTz, AFIPFH (NIVO/Chemo) & DIKIREARNEGE T
TRWAEERGIT 147/176 B (83.5%) (258D Hivlz, FELED 5%LL EORIWERIZ T
DEEBHTHoT,

23



https://www.ajha.or.jp/topics/admininfo/

# 10 FEHEEHN 5%LL EOBEIER (ONO-4538-55/CA209816 3AER)

e

B IN3
BT A (SIVOChone) T
(MedDRA/] ver.25.0) 4= Grade Grade 3-4 Grade 5
2RIEA 147 ( 83.5) 63 (35.8) 0
Mg LY o _REE

2. 41(23.3) 5( 2.8) 0
H BRI E 17( 9.7) 2( 1.1 0
I ER R I 30 (17.0) 19( 10.8) 0
B ke

5 37 (21.0) 0 0
T 10( 5.7) 1( 06) 0
L 58 (33.0) 1( 0.6) 0
Mg - 15( 8.5) 2( 1.1 0
— % - EFEER X O G OREE

HE)E 16 ( 9.1) 2( 1.1 0
95 97 22 (12.5) 1( 0.6) 0
(=Y 25 (14.2) 1( 06) 0
AR AR A

w7 V7 F =8 12( 6.8) 0 0
I HRERER D 26 (14.8) 13( 7.4) 0
IR 14( 8.0) 3( 1.7) 0
M i R 13( 7.4) 3( 1.7) 0
AN PSRNON S i s

BN RIS 30 (17.0) 2( 1.1 0
PR E

Ktk = 2 —r RF— 11( 6.3) 0 0
M gR. MOEnds X OMiEfmpEE

Lo b 12( 6.8) 0 0
KRG H KOV TRk b

B SE 17( 9.7) 0 0
W5 23 (13.1) 1( 0.6) 0

7R¥3, APREREE 30 f (17.0%) . BEEUTHRBMARIE/ X A F—23 f (13.1%) . ATH&RERE
F 1441 (8.0%) . EHERERET 13 f (7.4%) . infusion reaction 10 i (5.7%) . HURR
BEREFREE 9 B (5.1%) | HE DR 4 41 (2.3%) . EE Mkl 341 (1.7%) .
PP R 2 1] (1.1%) | (OlEiRES 2 61 (1.1%) KOVKAGR - /MER - EEO FHI 1
Bl (0.6%) MWD LT, Fo, BIEMMEME, OAE, R, LIBEIRI, BIEF%.
A4, o, BE(LMERRAE 26, TRAMREREE ., RIBRRERE . MK - Bk, FlRki
FRIERRSE, MEREAMEMEE, M. PR, BEOHRK, SEIHME. RIFREE, HEEH
1% OYBEFLIZFR D B h o 1o, REMEHZBUIRILIIBIE RS (BRI AE R T 2 5 )
EEDEFRERE T,
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[ - HiE]

AR OREMEYBETT L ZFHALIZY 2 2 b— 3 42k v, KK 3 mgkg (K
H) XX 240 mg % 2 JARIEINGE TG LIBROARR O Mg iR E S Sz, ZOfs
R AHI 240 mg G L TZBROREEEIL. AH) 3 mgkg %G LIZBROBREE & & i
LTREZRT ETHENTZb DD, ARANBFICBO CARER RIS TV D H
% - & (10mg/kg % 2 BN CRE) CARAIZ G LI-BEOgE & & ik LR E
o LRSI (FR) AT BEOFBEICE T 27 —Z 15 E | KA 3 mg/kg
(KEE) 0% 240 mg % 2 HFFEFE CHG- L IZBROARRK OBREE & & Ao 3 etk b
ORI & T D IRE ST T APER S, Y% BSOSV TREIT DAL AE R,
FROAE - HEOM THEMER L SMEICIAME 2 2RI E TRl SNz, £, 3
NIRRT B IC BT 2 T — XD M L 2B UG ET VEFIH LT, AAl 3
mg/kg (2 MG CTHG) . 240 mg (2 BN CTHE) XX 360 mg (3 ¥ MR T
H) LA A~T 1 mgkg (6 BRI TERYS) 208 LIcBROZ M2 Lo
K. FROME - HEOR CREM TR ER TRV ETRIESNTZ,

£ 11 KHOEYEIE T A —F

- R Cinax Chind14 Cavgdi4 Cinax.ss Chminss Cavess
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)

3 meke QW (35-2 .760-8) (10.17?'264.5) (17.21‘,";3.9) (75.1)1,3171) (27,612,'107) (42.717,'?27)

240 me Q2W (51?1%.103) <15~22?'354-6) (25-31‘};7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)

10 mg/ke QW (14;,9;19) (51.621'739.2) (79.9(;),'?14) (33?,9232) (18421,1 ;13) (23;7286)

FOE (5%48,95%50) . Q2W : 2IEREIEIME. Cmax : FIEIH 5-9% OF @ MLIE TR, Cminais : IR 51414
HBIZB T B HARMIE P IRE ., Cavears : FIEHEEH£ 140 H £ TOFEHMIEPIRE ., Craxs : EHIREEICE
2 B IMIEFIREE, Cmings : EFIRRBICK T D HRARMIE T IRE, Caes : EHFIRAEIZITT D FMiEH
R

T, ARNOREMEDEEETT L EFIH LT I 2 b—2 3 2L 0, AAI480mg
% 4 B CE G SUIBEARE O Mk - &S TG U72BRO AR O fiiE i EE 23 et
STz, ZFORER, AH 480 mg % 4 BFRRR TG LB EFIKEIZ T 2 i
THEPIRE (LLTF. [Cagss) &9, ) 1&, AHAI 240mg % 2 B [EIfEIIE TG L 72BRD Cavgss
EHFRT o TS (FR) . £70. AH480 mg % 4 HRHFR TR S LICEREOE
ARSI D mMIETIRE (LA, [Craxss) &9, ) 1. AHKI 240 mg % 2 H]
kA CTHEE LT2BRD Chraxss & LR L TEMEZ R T & PlISHZ b OO, HARNBREICE
WTARMENHER SN TV D M - FE (10mglkg % 2 BRI TG TAA 25
L72BED Craxss & HHR L CTIRMEZ "3 & TRl (FFR) . AT, #Eo@EiEICk
J o7 —2ITHESE AHI3mglkg (KHE) £721%240mg & 2 HEFEMFE, & L < TARH
480 mg % 4 NS CT& G LB AR OBRE R & A0 T Ze a0k & o B & gt
THRBEOGTE T VORI, YL O W TRMM bR, ERRo Mk -
B ORI CHIIER V2RV 2RIV & Tl STz,
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K12 ARORYEE T A —F

- Crnax Cmind2s Cavgdz2s Crnax,ss Chnin,ss Cavgss
(pg/mL) (ng/mL) (ng/mL) (png/mL) (ng/mL) (ug/mL)
3 meke Q2W (352 '760-8) (16-25750-3) (21.321 ??3.9) (75.%){3171) (27.612,'107) (42.717,’?27)
HOme @2 | s 1-712"103) (23-33?.539-0) (30.‘5'670.9) (105354) (41?57,'21358) (62.11(,)9187)
480 mg Q4W (103207) (15.25?17.4) (37.?)?;)4.8) (14?,1 §36) (27.751,?37) (62.11(,)9187)
10 mg/kg Q2W (14é,9§22) (86.959,'?32) (10},1 ?48) (323,9225) (18421,1 §03) (232,7277)

TRl (5%, 95%41) . Q2W : 2 ARG, QAW : 4 JERIRINE. Crmax : HIEIHE 514 0D f i M7 P |
Crinazs : FIEI$E 5% 28 H HIZI51T 2 FARMIE TR, Cavgazs : HIHI# 5-1% 28 H H £ TOFEMIE =

J& . Crmaxss : EHFIRIBIZIT D& MIBHIRE, Crminss : EFIRIBIZIT 2 BARMIEPIRE, Cavgss 1 E R
HBIZ 51T 2 24 I3 v e B
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4. FEFRIZOWVWT

AR OG- @O 7 BE 22 W - FE L, AFIOBRGIC LY EEREERZ BB LT
BRICHRHET 2 Z ERMER D, LFOO~Q@DFT X T &= skl W THEHAT
REXTHD,

O MEFRITHOWT

D1 Fid (1) ~ (5) OWTNITEY T D THDH I &,

(1) BEAFBRENEET 503 A B REEEILSRBES (FE R A BRI AR
Hiek A3 A 2L RURBE . MUY A BB 7R &)

(2) FrERERERDE

(3) HBENTEAEDFEE T 2 0 APHEEEHPT (03 A ESIE ERbT, 23 AR
IR, A AR HEE R )

(4) IR ALFRIEE 2 BRE L, SARIES L FIRIEZRA 1 USRI L A2 R R
2 Ok FEAEITSR D JR H & AT > T 2 ek

(5) PUEMEREEE AL B BEINE O e s EIZAR DR 21T > T D Jifiak

O-2 g DAL SHRIE K ORI E R FE S O RIS 443 72 ik & #BR 2 R EAT (FRO
WFINZREE T D ERN) 23, HE2REEORANCET HIEROEEE L L TREI N
TnnHZ L,

*

o [EHihEFFEEE 2 EDOHIHME ZME T L7212 5 ELL ED D ATRIED BFRIHE %
{THoTWBZ &, 9bh, 28D R, RARMIREE T & LI BREEZOHHE 2
{ToTWVWBHZ &,

o [ERIRFFESE 2 FOPINHEZE T L7oRIC 4 FELL EORRKERZ A L T\ D
Tl 9B 3FLLRIZ MDD ASYIRRIE A S T PR S DO BRIRIHE 21T -
TWnsZ &,

o [ERRFFIASER 2 FEOMBIPHE 22 T LI, Fike O3 A KWLz & ite 5 L
L OWRGSEABFOEMET > TN Z L,

@ BEANDOEFREMLFREHOEHIZOWNT

IR A BT 5 B DS AL S, SR D OFRE A, Ao - &
MEIRENE R OE L OERSE ST 5 et A FFRNRAE LGE oWt
EH, ENHCMIATOND RGN E S TND Z L,
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@ BIEA~ORIEIZDOWNT
@-1 Rk B3 2 B

BV PERTR B O B R BIE AT L72BRIC, 24 FERIEIERIRHI O T, 2%k X
FEEE IR 2B T, B L 7ZRITERNCIG U CABRE B O CT S5 D RIEH O#E RN &
FRRAORE RN BRI S, B BICHIEATRER KR M > T D 2 &,

@-2 ERHFEIC L 5FEESINICET 22N

ARSI D BT 22 5 e O\ Re 2 A 2 BIRIERE D RIEE=2 U 7
EEDITEROA Y ) == T ZATOERE L FwE A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAHNZOWT, DABE L ZDOFEEIZHHIZAm ST
WnHZ &,

®-3 BWER OB L T

BWER (REMMZEEIII X BREGEDAE, (DR, TRk, SO RAEE., KiK.
NS, BEED TR, 1 BBERIE, BUEFIE. AR IFHERERE . R, s krEinse
K. HURMRBEREREE . TMEABERERE . MhRREE. BRE. RIBREE. Mk, BEEDOK
JEREE . ERIARZEARAE, infusion reaction, FEFE7ZRMIKFET, MEKE RIEMERE, F5EZ.
gk, BEDOBHR, SEIREK, BEORERIS, WIERFEE, OEfEE (OEmE) -
RIR < DEEMEISMNHESE) . ARZFEREE . MRS H M, BEALSE) (Txf LT Yikhiiar X3l
BEZRBERE ORI 24 5 EAD & U (RHWER O ZWroxt s L THRE R USHE
EZTONDLEMITHD L), EHITHEUIREN TE DEHINES>TND Z &,

i
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5. REMBRLLRDBE
(A2 BI 4 5 4 H]
O AHOBMB LI TRROBE TN THMERBIES TV D,

75 FF Wk G CEREIE A AT B SRR AR IIB 1/ IV UL B R O
L
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